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Attorney's Dos^kefNo.: 07763-042001 




IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant 
Serial No. 



Germaro et al. 

10/009,384 



Art Unit : Unknown 
Examiner : Unknown 



Filed : November 2, 2001 

Title : SECRETED PROTEINS OF MYCOBACTERIUM TUBERCULOSIS AND 
THEIR USE AS VACCINES AND DIAGNOSTIC REAGENTS 

Box: PCX 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



In response to the Decision on Petition under 37 CFR 1.47(a) mailed December 18, 2003, 
Applicants submit herewith a Declaration and Power of Attorney signed by inventor Manuel J. 
Gomez. In light of this submission. Applicants respectfully request that examination of the 
instant application be allowed to proceed. 

In addition, in footnote 1 on page 1 of the Decision on Petition under 37 CFR 1.47(a), it 
is stated that, because an Intemational Preliminary Examination Report (IPER) had not issued at 
the time the instant national stage application was filed, Applicants are required to pay a small 
entity basic national filing fee of $355 rather than the $50 fee actually paid by Applicants. The 
footnote also states that Deposit Account 06-0150 would be charged $305 to bring the fee 
payment to the required amount. Applicants respectfiiUy request that the $305 amount be 
refunded for the following reasons. First, Applicants submit that it is unfair that they be 
penalized when, through no fault of their own, an IPER had not been mailed at the deadline for 



RESPONSE TO DECISION ON PETITION UNDER 37 CFR 1.47(a) 



CERTIFICATE OF MAILING BY FIRST CLASS MAIL 



I hereby certify under 37 CFR § 1.8(a) that this correspondence is being 
deposited with the United States Postal Service as first class mail with 
sufficient postage on the date indicated below and is addressed to the 
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 




Typed or Printed Name of Person Signing Certificate 



Applicant : Gennaroetal. 
Serial No. : 10/009,384 




Attorney's Dockewlb.: 07763-042001 




Filed : November 2, 2001 
Page : 2 of 2 

filing of the instant national stage application. In addition, an IPER, a copy of which is enclosed, 
issued subsequent to the filing of the instant application. 



Please apply any other charges or credits to deposit account 06-1050. 



Fish & Richardson P.C. 

45 Rockefeller Plaza, Suite 2800 

New York, New York 101 1 1 
Telephone: (212) 765-5070 
Facsimile: (212)258-2291 



Respectfully submitted. 
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From the 



INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: 

WILUAM J. HONE 
FISH & RICHARDSON P.C. 
45 ROCKEFELLER PLAZA 
SUITE 2800 

NEW YORK, NY 10111 




PATENT COOPERATION TREATY 





PCX 



NOTIFICATION OF TRANSMITTAL OF 
INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



(PCTRule 71,1) 



Date of Mailing 
{day/marah/year) 



^plicant's or agent's file reference 



07763/042WO1 



IMPORTANT NOTIFICATION 



International application No.. 



International filing date (day /month/year) Priority date {day /month/year) 



PCT/USOO/12197 



04 May 2000 (04.05.2000) 



04 May 1999 (04.05. 1999) 



THE PUBLIC HEALTH RESEARCH INSTITUTE OF THE CITY OF NEW YORK 



1 ■ The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminaiy examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some 0£fices)(Article 
39(l))(see also the reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to ah elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 



and mailing address of the IPEA/US 



Conunissiooer of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 

No. (703)305-3230 

'>EA/416 (July 1992) 




PATENT COOPERATION TREATY 

PCX 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCX Article 36 and Rule 70) 



^yplicant's or agent's file refer^oe 
07763/042WO1 



FOR FURTHER ACTION 



See Notificatjon of Transmittal of IntematiaDal 
Preliminaiy ExaminatiQii Rqioit (Form PCT/IPEA/416) 



International application No. 
PCT/USOQ/12197 



International filing date (day/month/year) 
04 May 2000 (04.05.2000) 



Priority date (day/month/year) 
04 May 1999 (04.05.1999) 



Intematicmal Patent Classification (IPC) or national classification and IPC 

IPC(7): A61K 38/00, 39/00. 39/02. 39/04; C07H 21/02. 21/04; C07K 1/00, 14/00; C12N 1/12. 1/20; C12P 19/34, 2 and US a. 
424/185.1, 234.1, 248.1; 435/69.1. 71.1, 91.1, 253.1; 530/300, 350; 536/22.1, 23.1, 23.7 



Applicant 

THE PUBUC HEALTH RESEARCH INSTTTUTE OF THE OTY OF NEW YORK 



1 . This intematioiial preliminary examination report bas been prepared by this International Preliminary . 
Examining Authority and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total 



of -N^^sheets, including 



this cover sheet. 



I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 

,0 



These annexes consist of a total of ^ sheets. 



This report contains indications relating to the following itons: 

Basis of the report 
Priority 

Non-establishment of report with regard to novelty, inventive step and industrial applicability 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and e?q)lanations supporting such statement 



I 


12^ 


II 


□ 


in 




rv 


□ 


V 




VI 


□ 


VII 


□ 


vra 





Certain observations on die international application 



Date of submission of the demand 
04 December 2000 (04. 12.2000) 



Dateof completion of this report 

r 2002 (29.07.2002) 





Name and mailing address of the IPEA/US 
Cooumssianer of Patents and Trackmarics 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703)305-3230 



Idoffit . 

5wartz, Ph.D! 
telephone No. 703-308-2035 



Fonn PCT/IPEA/409 (cover sheel)(July 1998) 



i 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



IntematioDal application No. 
PCT/USO0/i2197 



I . Basis of the report 



1 . V/ith regard to the elements of the international application: 
the inteniatioiial application as originally filed, 
the descrq)tion: 

pages 1-22 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of '_ 



the claims: 

pages 23>30 . as originally filed 

pageis NONE as amended (togedier with any statement) under Article 19 

pages NONE filed with the demand 

pages NONE filed with the letter of . ' 



the drawings: 
pages 1-26 as originally filed 

pages NONE. , filed with the demand 

pages NONE _, filed with die letter of _ 

I I the sequence listing part of the description: 
pages NONE as origmally filed 

pages NONE filed with the demand 

pages NONE filed with the letter of 



2. With regard to the language, all the elements marked above were available or fiunished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 
These elonents were available or furnished to this Authority in the following language ' which is: 

I 1 the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 
rn the language of publication of the international application (under Rule 48.3fb)), 

I I the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

I I contained in die international application in printed form. 

I I filed together with the international application in computer readable form. 

[~| furnished subsequendy to fliis Authority in written form, 

I I furnished subsequendy to this Authority in computer readable form. 

I I The statement diat die subsequendy furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I I The statement diat the information recorded in computer readable form is identical to the written sequence listing 
has been furnished. 

4. \~\ The amendments have resulted in the cancellation of: 

r I thie description, pages NONE 

Q me claims, Nos. NONE 

I I the drawings, sheets/fig NONE 

5. I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).*'*' 
* Replacemaa sheets which have beenjumished to the receiving Office in response to an invitation under Article 14 are referred to in 
this report as ^'originally filed ** and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70,17). 
** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box 1) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



InieinaUcmal application No. 
PCT/US0Cyi2197 



m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1 . The quesdon whether the claimed invendon appears to be novel, to involve an inventive step (to be non^bvious), or 
to be industriaUy ^Ucable have not been and wiU not be exai^^ 

I I the entire international application, 
claims Nos. 21-36 



because: 



I I die said international application, or the said claim Nos. relate to the following subject matter which does 



not require international preliminary examination (specify): 



r~i die description, claims or drawings (indicate particular elements below) or 
that no meaningful opinion could be formed (specify) : . 



said claims Nos. 



are so uncleai 



I I the claims, or said claims Nos. are so inadequately siq)ported by the description that no meaningful. 

opinion could be formed. 

no international search report has been established for said claims Nos. 21-36 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
seq uence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

I J the written form has not been Aimished or does not comply with the standard. 



□ 



the computer readable form has not been furnished or does not comply with the standard. 



Form PCT/IPEA/409 (Box III) (July 1998) 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



Interaational ^plication No. 
PGT/USOO/12197 



V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
' citations and explanations supporting such statonent . • . ' . ■ 

1. STATEMENT 



Novelty (N) 



Claims 1-20 



Claims NONE 



_YES 
NO 



Inventive Step (IS) 



Claims 1-20 



Claims NONE 



_YES 
NO 



Industrial Applicability (lA) 



Claims 1-20 



Claims NONE 



_YES 
NO 



2, CITATIONS AND EXPLANATIONS 

Claims 1-20 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest &e specific 
MTSP polypq>tides or DNA encoding the specific MTSP polypeptides. The previously cited references teadi v/hsat appear to be 
other specific polypeptides commensurate with the description and scope of the instant MTSP polypeptides. However, because the 
application does not contain a computer readable file of the sequences, a comprehensive determination of the MTSP polypeptides in 
the prior art was restricted to the words "MTSP** and the physical descrq>tion of the polypeptides. 



Fonn PCT/IPEA/409 (Box V) (July 1998) 



INTERNATIONAL PRELIKONARY EXAMINATION REPORT 



Intematiaiial application No. 
PCT/USOO/12197 



Vm. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the questions whether the claims 
are fully supported by the description, are made: 

The drawings are objected to under PCT Rule 66,2(a)(v) as ladcing clarity under PCT Article 7 because: the brief descri^ption of 
Figure 4 on page 10 recites that ''Mg. 4 is an enlarg^nent of Fig. SC. However, Fig. 3C and Hg 4 are identical in size and 
content. 

Claims 1-20 are objected to as lacking clarity under PCT Rule 66.2(a)(v) because of the claims are not fully supported by the 
description. The description does not disclose the claimed invention in a manner sufficiently clear and complete for the claimed 
invention to be carried out by a person skilled in the art because: the description teaches only the computer aided prediction of 
polypeptides which might be obtained from the alrea^ known DNA of M.. tuberculosis and the description in$cates that some of die 
regions of DNA coding regions are specific for the Af. tuberculosis con^lex. However, the description does not acmially contain 
examples of: 1) polypeptides that have tuberculosis specific antigenic and immunogenic properties", 2) vectors c ontaining the 
claimed DNA, 3) ceUs transfonned by such vectors. 4) DNA vaccines, 5) methods of diagnosis using polypeptides. 



Claims 1-20 are objected to as lacking clarity under PCT Rule 66.2(a)(v) because of the claims are not fully supported by the 
description. The d^cription does not disclose the claimed invention in a manner sufficientiy clear and complete for the claimed 
invention to be carried out by a person skilled in the art because: the description teadies only the computer aided prediction of 
polypq>tides vviiich might be obtained from the already known DNA of M. tuberadosis and the description indicates that some of the 
regions of DNA coding regions are specific for the Af. ritZ^^rcu/o^ complex. However, the description does not teach diagnosis in a 
subject '"being susceptible to M. tuberculosis infection" nor how one detects an immune response in said subject not previously 
e3q>osed to M. tuberculosis nor how one detects whether a subject is ''susc^tible" to M. tuberculosis infection by mere 
administration of a polypeptide composition. 



Form PCT/IPEA/409 (Box VIII) (July 1998) 



